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Fujinon Sets is for connecting to a CO2 Source for CO2 insufflation. For each Set, both the irrigation (as 
applicable) as well as the air/water tubing segments has a backflow valve. The CO2 segment of the Sets have 
a standard female luer connector for access a CO2 Source or in the case of specified Olympus Sets there is a 
connector on the CO2 segment designed to accessing the Olympus CO2 Unit Model UCR.  All of the CO2 
segments have a hydrophobic air/gas filter which filters particulates from the CO2 Source and keeps fluid from 
flowing into the CO2 Source. The irrigation (as applicable), air/water, and CO2 segments of the Sets have a 
clamp to close off the tubing while not in use. Additionally, each Set has an air/water connector(s) for its 
specified endoscope. Erbe’s CO2 Tubing/Cap Sets are provided sterile and are disposable. 
 
Intended Use: 
Erbe’s CO2 Tubing/Cap Sets provide sterile water and CO2 or air (if CO2 is not used) to an endoscope for 
endoscopic procedures. 
 
Similarities and Differences of the Proposed Device to the Current Device (Predicate Comparison/Substantial 
Equivalence): 

Similarities 
Erbe’s CO2 Tubing/Cap Sets have the same intended use as the predicate device (i.e., the ERBEFLO 
CleverCap Hybrid CO2 Tubing/Cap Sets and Connector Tube). The proposed Sets have the same materials 
and basic design as the predicate devices. The modified Sets have the same duration of use as the 
predicate devices (24 hour use). The proposed Sets and predicate devices use the same types of water 
bottles, pumps (as applicable), endoscope connection accessories, endoscopes, and CO2 sources.  Finally, 
the proposed and predicate devices are sterilized via Ethylene Oxide and disposable. 
Differences 
Modified Sets (i.e., the ERBEFLO AeroRinse® CO2) were created to eliminate the irrigation line/segment.  
Also, the CO2 segment on the Sets was modified to have the Sets directly connect to a CO2 Source (i.e., 
“A CO2 Connector Tube” was included as part of the Sets). Included in the CO2 segment modification was 
replacing the actuvator valve with a connector and clamp. Additionally, Olympus Sets were created to 
directly connect to the Olympus CO2 Unit Model UCR. Finally, for standardization purposes the packaging 
configuration was changed to have 10 Sets per shelf box. Evaluations and testing as described below 
demonstrated the safety and efficacy of the Sets. 

 
Evaluations and Testing: 
The following evaluations and tests were performed to demonstrate safety and efficacy.   

Biological Evaluation  
The evaluation was performed per the current recognized standard and demonstrated that there were 
no biocompatibility issues with the materials used for the proposed products.   
2X Sterilization Package Integrity and Functional Testing  
Package integrity testing, visual inspection, flow testing, back flow pressure testing, pressure decay 
testing, tensile strength testing, durability testing (including ensuring no leaks and  connectability upon 
stressing Sets), and clamp testing demonstrated that the proposed products upon 2X sterilization met 
established performance specifications.   
Packaging Evaluation 
The evaluation demonstrated the adequacy and integrity of the packaging for the proposed products.  
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Sterilization Evaluation 
The evaluation was performed using current recognized standards to demonstrate product sterility as 
well as Sets meeting ethylene oxide residual requirements. 
Applied Standards 
AAMI / ANSI / ISO 10993-1, ISO 594-1, ISO 594-2, AAMI / ANSI / ISO 15223-1, AAMI / ANSI / ISO 11607-1, 
AAMI / ANSI / ISO 11607-2, AAMI / ANSI / ISO 11135(-1), AAMI / ANSI / ISO 10993-7 

   
Conclusion: 
Erbe’s CO2 Tubing/Cap Sets intended use is the same as the Hybrid CO2 Tubing/Cap Sets and CO2 Connector 
Tube. The proposed Sets have the same principles of operation and technological characteristics as the 
predicate devices. The duration of use for the proposed and predicates is the same. As compared to the 
predicate, the proposed Sets are constructed with the same type of materials and as applicable have the 
same performance characteristics. In conclusion, Erbe’s CO2 Tubing/Cap Sets did not adversely affect safety 
or effectiveness. 
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